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DETAILED ACTION 

Acknowledgement of Papers Received: Information Disclosure Statement and Preliminary 
Amendment dated 9/26/01 and Preliminary Amendment dated 1/8/02 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claims 3 and 1 6 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

3. Regarding claim 3, the claim is contains confusing language that makes the scope of the 
claim unclear. The claim recites that "the monoterpene ketone is a pure enantiomer" but does 
not recite what the ketone is an enantiomer of. The examiner is unclear as to the scope of the 
claim, and therefore the claim is rendered indefinite. Canceling or amending the claim can 
overcome this rejection. 

4. Regarding claim 16, the claim is dependent upon previously canceled claim. The claim is 
confusing because it is not clear to the examiner what the scope of the claimed invention is. 
Being dependent upon a canceled claim renders the claim indefinite. Canceling or amending the 
claim can overcome this rejection. 
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Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

6. Claims 1, 2 and 14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Yamaguchi et al (USPN 5820877). Claims 1, 2 and 14 are drawn to a transdermal therapeutic 
system (TTS) comprising a backing layer and nicotine containing pressure-sensitive adhesive 
layer, protected by a film. The TTS of the claim invention further comprises either an essential 
oil or a monoterpene ketone. 

Yamaguchi et al discloses a TTS with a backing layer, pressure-sensitive drug zone, 
protected by a separate layer: The reference teaches that the drug can be nicotine, and that the 
formulation also comprises 1 -menthol (Abstract; col. 4, lin. 18; col. 4, lin. 50 - 54; claims). 
These disclosures along with other leave the claims anticipated. 

7. Claims 1, 2, 5 and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by Majeti 
(USPN 5599554). The claims are drawn to a TTS comprising nicotine, and monoterpene 
ketones. The claims recite that the concentration of nicotine is between 0.5 and 2.0% wt. 

Majeti discloses a TTS comprising a backing layer, menthol, and nicotine in a 
concentration between 1.0 and 2.0% wt (Abstract; col. 5, lin. 18-23; col. 6, lin. 6-21; 
Examples I and II). These disclosures, along with others, render the claims anticipated. 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co. , 383 U.S. 1 , 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

10. Claims 1-5, 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yamaguchi et al (USPN 5820877) and Majeti et al (USPN 5599554) in view of Baker et al 
(USPN 5362496). The claims are drawn to a TTS comprising a backing layer and either a 
monoterpene ketone or a mint oil. The claims recite that as an essential oil, spearmint is to be 
used. 

It has been discussed above how Yamaguchi and Majeti meet the limitations of the 
claimed invention. Baker discloses a formulation comprising essential oils and nicotine. The 
formulation of the reference can be formulated into transmucosal form comprising spearmint and 
other odor and taste masking oils. Baker further discloses a TTS comprising a backing later and 
a pressure-sensitive adhesive (col. 6, lin. 50 - 67; col. 7, lin. 29 - 34; col. 16, lin. 9-15; col. 20, 
26-33). 
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Though the reference does not disclose peppermint oil specifically in the formulation, 
essential oils, and other enantiomers were disclosed such as menthol, carvone and the like. With 
this substitution taken into consideration, the recitation of peppermint oil would be merely a 
selection of species, and not patentably distinct from the prior art. Therefore, one of ordinary 
skill in the art would have been motivated to combine the teachings of Yamaguchi, Majeti and 
Baker. A skilled artisan would be motivated to combine the formulation of Majeti with the TTS 
of Yamaguchi in order to provide suitable, stable and protective delivery of the nicotine 
formulation. Using the backing layer, pressured-sensitive adhesive layer, and protective film of 
Yamaguchi to deliver the nicotine and monoterpene ketone containing formulation 
transdermally. A skilled artisan would be equally motivated to combine the formulation of 
Majeti with the TTS of Yamaguchi. Again Yamaguchi would provide a suitable, stable, and 
protective delivery method for the nicotine, and essential oil containing formulation. It would 
have been obvious to one of ordinary skill in the art, at the time of the invention to combine the 
teachings in this way with an expected result of a TTS comprising a pressure-sensitive adhesive, 
backing layer, protective film, and a formulation comprising nicotine and equally effective 
essential oils. This TTS would be expected to suitable for useful in nicotine suppression 
therapies. 

11. Claims 6-8 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yamaguchi et al (USPN 5820877) and Majeti et al (USPN 5599554) and Baker et al (USPN 
5362496) all in view of Brisken et al (USPN 3559655) and DeFoney et al (USPN 4039653). The 
claims are drawn to a process for masking the odor of nicotine in a TTS using essential oils or 
monoterpene ketone derivatives thereof. The claims go on to recite that the essential oil is 
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peppermint, and the monoterpene ketone is selected from a group comprising menthone, 
pipertone, or carvone. 

As previously discussed above the combination of the teachings of Yamaguchi, Majeti 
and Baker render the claimed invention obvious. It is the position of the examiner that this 
combination also renders the claimed process obvious, by the inherent properties of the 
constituents. It is known in the art that mint oil and extracts (monoterpene ketone included) have 
odor and taste masking properties. As seen in DeFoney et al (col. 9, lin. 15-20) and Brisken 
(col. 7, lin. 1 - 5) it is recognized in the art that these substances mask odors when introduced 
into formulations. Their presence in the combination discussed above, would inherently mask 
the odor of the surrounding constituents. Though not disclosed by the reference, given the 
inherent odor-masking properties of mint oils, and extracts, one of ordinary skill in the art would 
have been motivated to follow the knowledge in the art in order to mask the odor of the 
constituents of the ITS. It would have been obvious to one of ordinary skill in the art, at the 
time of the invention to follow the knowledge in the art with the expected result of a TTS 
comprising a suitable backing, and protective layer, useful nicotine suppression therapy. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Micah-Paul Young whose telephone number is 703-308-7005. 
The examiner can normally be reached on M-F 7:30am-4: 30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on 703-308-2927. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-746-7648 for regular 
communications and 703-308-1235 for After Final communications. 
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Any inquiry of a general nature or relating to the status of this application 
should be directed to the receptionist whose telephone number is 703-308-5014. 



Micah-Paul Young 

Examiner 

Art Unit 1615 

MPY 

May 31, 2002 



THURMAN K. 

sure 



